egp 27 20N K(\a37/
GE Healthcare

510(k) Premarket Notification Submission

Section 5: 510(k) Summary

LOGIQ P3

31



sep 27 B 1237 |

GE Healthcare
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510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

Date:

Primary Contact Person:

Secondary Contact Person:

Device: Trade Name:

Common/Usual Name:

Classification Names:
Product Code:

Predicate Device(s):

Device Description:

Intended Use:

August 15,2011

GE Healthcare
9900 Innovation Dr
Wauwatosa, W1 53226

Bryan Behn

Regulatory Affairs Manager
GE Healthcare
T:(414)721-4214
F:(414)918-8275

TC Mohanmurthy
Regulatory Affairs Leader
GE Healthcare

T: +91 80408 95020

LOGIQ P3 Ultrasound System
LOGIQ P3

Class II

Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-1YN
Ultrasonic Pulsed Echo Imaging System, 21CFR §92.1560, 90-1YO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-1TX

K102256 LOGIQ e
K102104 Vivid P3

The subject device consists of a mobile console with keyboard,
specialized controls, a color video LCD display with electronic-
array transducers. The proposed device is a console based device
but predicated is a laptop based device. It is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.

The device is intended for use by a qualified physician for
ultrasound evaluation of Fetal/Obstetrics, Abdominal (including
GYN), Pediatric, Small Organ (including breast, testes, thyroid),
Neonatal Cephalic, Adult Cephalic, Cardiac (adult and pediatric),
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Technology:

Determination of

GE Healthcare

510(k) Premarket Notification Submission

Peripheral Vascular, Intraoperative (abdominal, thoracic and
peripheral), Musculo-skeletal Conventional, Urology (including
prostate), Transrectal and Transvaginal.

The LOGIQ P3 employs the same fundamental scientific
technology as its predicate devices

Summary of Non-Clinical Tests:

Substantial Equivalence:

Conclusion:

The device has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. LOGIQ P3 and its applications comply with
voluntary standards as detailed in Section 9, 11 and 17 of this
premarket submission. The following quality assurance measures
were applied to the development of the system:

. Risk Analysis

. Requirements Reviews

. Design Reviews

. Testing on unit level (Module verification)
. Integration testing (System verification)

. Final Acceptance Testing (Validation)

. Performance testing (Verification)

. Safety testing (Verification)
Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, LOGIQ P3, did not
require clinical studies to support substantial equivalence.

GE Healthcare considers the LOGIQ P3 to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).

33



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service
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""’fh Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

v, Brvan Behn

Regufatory Attairs Manager .
Gl Healtheare cpo 2 b
9900 W. lnnovations Dr v
WAUWATOSA WI 33226

Re: K112371
Trade/Device Name: GE LOGIQ P3 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regutation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: (I
Product Code: TYN, IYO, and I'TX
Dated: August 15,2011
Recerved: August 17,2011

Dear Mr. Behn:

We have reviewed your Section 310(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
intersiate commerce prior 10 May 28, 1976, the enacument date of the Medical Device
Amendments, or 1o devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the gencral controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the GE LOGIQ P3 Ulirasound Svsiem, as described in your premarkel notification:

Transducer Model Number

4C 38
E8C §C
ESCs 1739

1L 75LA




IF vour device is classilicd (see above) into either class [T (Spectal Controls) or class [T (PMA),
it may be subjeet to such additional controls. Existing major regulations affecting vour device
can be found in the Code of Federal Regulations, Title 21, Parts 800 10 893, Iy addition, FIDA
may publish further announcements concerning vour device in the Federal Register.

Please be advised that FDA'S issuance ol a substantial equivalence determination does not mean
that FDA has made a determination thai vour device complies with other reguirements of the Act
or any Federal statutes and regulations adnunistered by other Federal agencies. You musl
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manutacturing practice requirements us sei
forth in the quality svstems (QS) regulation (21 CER Part 820): and if applicable, the electronic
product radiation control provisions (Sections 331-342 ol the Act); 21 CIFR 1000-1050.

This letter witl allow you to begin marketing vour device as deserbedt in vour premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits vour device to
proceed to market,

If vou desire specific advice for vour device on our labeling regulation (21 CFR Part 801}, please
go to htp/www, fda, cov/About FDA/CentersOfhices/f CORH/CDRHO tTices/uem 1 15809 hun {or
the Center for Devices and Radiological Healty's (CDRH?s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by refercnce to premarket netification” (21CFR Part
807.97). Tor questions regarding the reporting ol adverse events under the MDR regulation (21
CFR Part 803), please go Lo

hitp://www fda.cov/Medical Devices/Satetv/Reportal’ roblem/delauithim for the CDRIs Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

ff you have any questions regarding the content of this letter, please contact Shahram Vaezy at

(301) 796-6242.

Sincerely Yours,
,//)/mw,7 S/ Z5tf

Marv S. Pastel, Sc.D.

Dircctor

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safely

Cenier for Devices and Radiological Health

Enclosure(s)



GE Healthcare

510(k) Premarket Notification Submission

510(k) Number (if known):

Device Name: LOGIQ P3

Indications for Use:

The device is intended for use by a qualified physician for ultrasound evaluation of
Fetal/Obstetrics, Abdominal (including GYN), Pediatric, Small Organ (including breast,
testes, thyroid), Neonatal Cephalic, Adult Cephalic, Cardiac (adult and pediatric),
Peripheral Vascular, Intraoperative (abdominal, thoracic and peripheral), Musculo-
skeletal Conventional, Urology (including prostate), Transrectal and Transvaginal.

Prescription Use_ X____ AND/OR Over-The-Counter Use NA
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
’ IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Civision Sign-Off}

Division of Radro!oglcul Devices

Office of In Vitro Diagnostic Device Evaluation and
Safety

510(k] Number. %1/2 37 / -
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW | Color [ColorM| Power [Combined| Harmonic| Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes | Imaging | Pulse* | [Notes]
Ophthalmic
Fetal / Obstetrics N N N N N N N N
Abdominall! N N N N N N N
Pediatric
N N N N N N N N N
Small Organ!”
N N N N N N N N

Neonatal Cephalic N N N N N N N N N
Adult Cephalic N N N N N N N N N
Cardiac” N N N N N N N N N
Peripheral Vascular N N N N N N N
Musculo-skeletal Conventional N N N N N N N N
Musculo-skeletal Superficial
Other* N N N N N N N N
Exam Type, Means of Access

Transesophageal )

Transrectal N N N N N N N

Transvaginal N N N N N N N

Transuretheral

Intraopcrativels] N N N N N N N N

Intraoperative Neurological

Intravascular

Laparoscopic o

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
- [2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate
[5] Intracperative includes abdominal, thoracic (cardiac), and vascular {PV).

[*] Combined mades are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
['] Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (O1VD)

Prescription User (Per 21 CFR 801.109) % j / U
[ )

(Divisiofign—Oﬁ) ‘
Division of Radiological Devices
Office of In Vitro Diagnestic Device Evaluation and Salety

18 510K %)//’Q‘g—]/
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrascund Indications for Use Form
GE LOGIQ P3 with 4C Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatony/Region of Interest

Mode of Operation

M PW
Doppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

ICombined] Harmonic| Coded
Modes® | Imaging | Pulse

Other
[Notes)

Ophihalmic

Fetal / Obstetrics

Abdominal™!

T

T

-
o

Pediatric

Small Organ'™

Neonatal Cephalic

Adult Cephalic

Cardiac?

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othert!

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = praviously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urclogy/Prostate

['] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

[l Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

19

(Diviglon Sign-Off}

Division offiadiclogical Devices

Office of In Vivo Diag_nostic Device Eval

JALZ3 )

uation and Safety
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with EBC Transducer
Intended Use: Diagnostic ultrascund imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Interest

Muode of Operation

M PW
Doppler

CW
Doppler

Color
Doppler

Color M
Doppler

Power
Doppier

Coded
Pulse

Combined| Harmonic
Modes' | Tmaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics

Abdominal!

Pediatric

$malt Organ®™

Neonatal Cephalic

Adult Cephalic

Cardiac®!

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficiat

Other!

Exam Tvpe, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously clea.red by FDA

Notes: {1] Abdominal includes renal, GYN/Pelvic
{2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urglogy/Prostate

[*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

['l Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

20
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with E8Cs Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application M | PW | CW | Color |ColorM| Power Combined|Harmonic| Coded | Other
Anatomy/Region of Inferest Doppler | Doppler | Doppler | Doppler | Doppler| Modes® | Lmaging { Pulse | [Notes)
Qphthalmic
Fetal / Obstetrics

P P P P
Abdominall"! P P p p
Pediatric
Smali Organ®
Neconatal Cephalic
Adult Cephalic
Cardiacl®!
Peripheral Vascular
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Other!" p P P P P P
Lxam Type, Means of Access
Transesophageal
Transrectal P P P
- Transvaginal P P
Trapsuretheral
Intraoperative
Intraoperative Neurological
Intravascular
Lapargscopic e .
N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Cther use includes Urology/Prostate
{*] Combined modes are B/M, B/PWD, BfColor/PWD, B/Power/PWD.
["] Coded Pulse is for digitally encoded harmonics and B-flow.
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription User (Per 21 CFR 801.109) %
(DipAsion Sign-Otf)

2]

Division &1 Radiclogica) Devices
Offica of In Vitro Diagnostic Device Evaluation and Safety

H1/9371

510K



(S LA

"N .= new indication; P = previously cleared by FDA

GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
P3 with 5Cs Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

GE LOGI

Clinical Application

Anatomy/Region of Interest

Mode of Operation

PW
Daoppler

cw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

ICombined|
Modes”

Coded
Pulse

Harmonic
Imaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics

Abdominal"

Pediatric

Small Organ!”

Neonatal Cephalic

Adult Cephalic

Cardiac™

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other"

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Iniraoperative

Intraoperative Neurological

Intravascular

Laparoscopic

Notes: [1] Abdominal includes renal, GYN/Pelvic
(2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Aduit and Pediatric.
[4] Other use includes Urology/Prostate

[*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

[*] Coded Pulse is for digitally encoded harmonics and B-flow.
{PLEASE DO NQT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER FAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Presciiption User (Per 21 CFR 801.109)

22
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(Divigd .
Division of Radiclogical Devices

n Sign-Off)

Office of In Vitro Diagnostic Device Evaluation and Safety
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with 8L Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Interest

Meode of Operation

PW
Doppler

cw
Doppler

Color M
Doppler

Color Power

Doppler

Doppler

Coded
Pulse

ICombined| Harmonic
Modes™ | Imaging

Other
{Notes)

Ophthalmic

Fetal / Obstetrics

Abdominaf!!!

Pediatric

-

A Small Organ®

Neonatal Cephalic

Adult Cephalic

Cardiact’!

Peripheral Vascular

Musculo-skeletal Conventionat

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

‘Transrectal

Transvaginal

Transuretheral

. |5
lntraoperatwe‘ 1

Intraoperative Neurological

Intravascular

- .o )= Lapargscopic

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
{2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.

[4] Other use includes Urology/Prostate -
[5] Intraoperative includes abdominal, theracic (cardiac), and vascular (PV).
[*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.
['] Coded Pulse is for digitally encoded harmonics and B-flow.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

23
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with 11L Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

M W
Doppler

Ccw
Doppler

Color
Doppler

Color M
Doppler

Power
Doppler

Coded
Pulse

ICombined] Harmonic
Modes” | Imaging

Other
[Notes)

Ophthalmic

Fetat / Obstetrics

Abdominall)

Pediatric

$mall Organ®®

Neonatal Cephalic

Adult Cephalic

Cardiac!”

Peripheral Vascular

Musculo-skeletal Conventionat

Musculo-skeletal Superficial

Othert!!

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transur¢theral

Intraoperative

Intraoperative Neurological

zIntravascular

Laparoscopic

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

['] Coded Pulse is for digitally encoded harmonics and B-flow.
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Viiro Diagnestic Devices (OIVD)

Prescription User {Per 21 CFR 801.109)

-

24
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE 1LOGIQ P3 with 3S Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaticn

Clinical Application M PW Cw Color |ColorM| Power Combined| Harmonic| Coded | Other
Aratomy/Region of Interest Doppler | Doppler | Doppier | Doppler | Doppler{ Modes™ { Imaging | Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics
Abdominall'l P P P P P p p p
Pediatric P P P P P P P P
Small Organt¥
Neonatal Cephalic
Adult Cephalic P P P P P P P =}
Cardiac!! Plelelerp|PrPlPrP]|cer P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other'*!

Exam Type, Means of Access

Transesophapeal

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intracperative Neuralogical

Infravascular

Laparpscopic

N = new indication; P = previously cleared by FDA
Notes: {1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.
[4] Other use includes Urology/Prostate

[*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD,
['] Coded Pulse is for digitally encaded harmonics and B-flow.
" (PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (QIVD)

Prescription User (Per 21 CFR 801.109)

25
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with 8C Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinicat Application B M PW CW | Color |ColorM| Power [Combined|Harmonic| Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes® | Tmaging | Pulse |Notes)
Ophthalmic

Fetal / Obstetrics

Abdominal"? =] P P P P p P P
Pediatric P P P P P P =} P
Small Organ! . P P P P P P P P
Neonatal Cephalic P P P P ] P P P
Adult Cephalic

Cardiact!

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial
Other¥
Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperalive

Intraoperative Neurological

Intravascular

Laparoscopic .
N = new indication; P = previously cieared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic

[2] Small organ includes breast, testes, thyroid.
[3] Cardiac is Adult and Pediatric.

[4] Other use includes Urclogy/Prostate

[*] Combined modes are B/M, B/PWD, B/Color/PWD, 8/Power/PWD.
['] Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE I NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Division of Rfidiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

wox A1/237/
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P3 with T739 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human baody as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

PW
Doppler

CwW
Doppler

Color
Daoppler

ColorM
Doppler

Power
Doppler

Coded
Pulse

ICombined| Harmonic
Modes® | Imaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics

Abdominall'!

Pediatric

Small ()rg,:mm

Neonatal Cephalic

Adult Cephalic

Cardiac”)

Peripherai Vascular

Muscule-skeletal Conventional

Muscule-skeletal Superficial

Other!!

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

‘Transuretheral

Intraopcrativc‘sl

Intracperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small ergan includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric,

[4] Other use includes Urology/Prostate
[5] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV).

[*] Combined modes are B/M, B/PWD, BiColor/PWD, B/Power/PWD.

[] Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTHER PAGE !'F NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

M. SZLS

Prescription User (Per 21 CFR 801.109)

27

{

Division

rfSion Sign-Cff)
fRadiojogical Devices

Oftice of In Vitro Diagnostic Device Evaluation and Safety

510K //]/@7/




GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ P3 with 6S Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B m | PW | cw | Color |ColorM| Power (Combinedf Harmonic| Coded | Other
Anatomy/Region of Interest Dopgler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics
Abdominal! P P P P P P P P P
Pediatric P P P P P P P P P
Small Organ®™
Neonatal Cephalic P P P =4 P P P P P
Adult Cephalic P P P P P P P P P
Cardiac! P =] P P P P =) P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other!”

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

[ntraoperative

[ntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
[2] Small organ includes breast, testes, thyroid.

{3] Cardiac is Adult and Pediatric.

[4] Other use includes Urology/Prostate

[*] Combined modes are B/M, B/IPWD, B/Color/PWD, B/Power/PWD.

[*] Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

28
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P3 with 3.8CA Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

PW
Doppler

cw
Doppler

Color
Doppler

ColorM
Doppler

Power
Doppler

Combined
Modes”

Coded
Pulse

Harmonic
Imaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics

Abdominalt*!

s

=

z

ad

=z

Pediatric

Small Organ™

Necnatal Cephalic

Adult Cephalic

Cardiac™

Perpheral Vascular

Musculo-sketetal Conventional

Musculo-skeletal Superficial

Othert!

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intravperative

Intracperative Neurological

Intravascular

Laparoscopic

: N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes renal, GYN/Pelvic
{2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.

[4] Other use includes Urology/Prostate

{*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

{"] Coded Puise is for digitally encoded harmonies and B-flow,
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P3 with 7.5LA Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Inferest

Mode of Operation

PW
Doppler

CW
Dappler

Color
Dogppler

Color M
Doppler

Power
Doppler

Coded
Pulse

ICombined} Harmonic
Modes” | Imaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics

Abdominal!!!

Z

Pediatric

Z

pd

rd

=z

=z

=z

Smail Organt?

Neonatal Cephalic

Adult Cephalic

Cardiac™

Peripheral Vascular

Z

z

Z

Muscitlo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraopetative

Intraoperative Neurological

[niravascular

Laparoscopic

N = new indication; P = previously cleared by FDA
Notes: {1] Abdominal Includes renal, GYN/Pelvic
{2] Small organ includes breast, testes, thyroid.

[3] Cardiac is Adult and Pediatric.

[4] Other use includes Urology/Prostate

{*] Combined modes are B/M, B/PWD, B/Color/PWD, B/Power/PWD.

[’] Coded Pulse is for digitally encoded harmonics and B-flow.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User {Per 21 CFR 801.109)
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